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REMARKS 

Claims 1-3, 5-14 and 20-24 are pending. 
35 U.S.C. § 102 rejection of claims 1-3, 5-8, 20-23 and 24 

The examiner has rejected claims 1-3, 5-8, 20-23 and 24 under § 102(b) as being 
anticipated by Iyer, et al., WO 02/062335. 

In the examiner's view '335 discloses a stent carrying rapamycin (a hydration 
inhibitor) and dexamethasone (beneficial agent) in a polymeric carrier. This, the examiner 
argues, anticipates the instant invention rendering it unpatentable. 

Applicants traverse. 
Applicants' response 

The examiner is correct in all his factual assertions. That is, '335 does indeed 
disclose a stent with a polymeric carrier containing rapamycin and dexamethasone. The 
examiner, however, does not expressly state on what ground anticipation is being 
advanced. Since '335 makes no mention whatsoever of logPs, in general or of the LogP of 
rapamycin and dexamethasone in particular, which LogPs are key limitations of the instant 
claims, applicants assume that the examiner is not claiming direct anticipation. Rather, it 
appears that the examiner is invoking inherency as the foundation for anticipation. That is, 
the examiner is arguing that the LogPs of rapamycin and dexamethasone are inherent 
properties of those compounds so that, once the two are mixed in a coating they will exhibit 
the effect being claimed in the instant application. This is incorrect. 

First, it is noted that to invoke inherency as a basis for anticipation, the burden is on 
the Patent Office to provide a rationale or evidence tending to show inherency. The fact 
that a certain property, characteristic or effect may be present in the prior art is not sufficient 
to establish the inherency of that result (see MPEP §2112). The limitation must necessarily 
be present in the teachings of the reference, such that it would be recognized as such by 
persons of ordinary skill in the art (MPEP §2112 and §2131.01). Inherency may not be 
established by mere probabilities or possibilities (MPEP §2112). "In relying upon a theory of 
inherency, the Examiner must provide a basis in fact and/or technical reasoning to 
reasonably support the determination that the allegedly inherent characteristic necessarily 
flows from the teachings of the applied prior art" (MPEP §21 12 quoting Ex parte Levy, 17 
USPQ2d 1461, 1464 (Bd. Pat. App. & Int. 1990) (emphasis in original quotation)). 
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The Office Action fails to meet this burden by failing to provide any reasonable 
rational or technical reasoning to support the proposition that the requirement in claim 1 of 
"an effective amount of a hydration inhibitor associated with the beneficial agent to control 
delivery of the beneficial agent from the interventional component" is met by '335. '335 is 
concerned solely and completely with the delivery of therapeutic amounts of the drugs 
mentioned therein, including rapamycin and dexamethasone. Whether or not therapeutic 
amounts would result in the specific, express effect required by claim 1 of the instant 
invention is a matter for conjecture. Such does not provide a proper basis for invocation of 
the doctrine of inherency. 

It is noted that neither does the instant application disclose a specific amount of any 
hydration inhibitor in relation to the amount of beneficial agent present but such is of no 
import with regard to this analysis. That is, the instant application explicitly discloses and 
discusses the desired effect and how it is to be obtained. Thus, based on the disclosure of 
the instant application, one skilled in the art would have little difficulty, first, combining 
appropriate drugs, one as a hydration inhibitor and one as the beneficial agent, and second, 
in empirically determining the necessary amounts of each drug to accomplish the goal of the 
instant invention, the control of the release of a drug by a hydration inhibitor, which may be 
another drug. 

The examiner is requested to reconsider and based thereon, withdraw the rejection. 
Objection to claims 9-14, 21 and 22 

The examiner has objected to claims 9-14, 21 and 22 as being dependent upon a 
rejected base claim. 
Applicants' response 

The argument above clearly establishes the patentability of the base claim, claim 1, 
of the instant application. Thus, claims 9-14, 21 and 22 are dependent on an allowable 
base claim and it is requested that the examiner withdraw the rejection. 

CONCLUSION 

In view of the above comments, applicants believe that this application is in condition 
for allowance and respectfully request that it be passed to issue. 
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Applicants do not believe that a fee is due with this response. If such is not the case, 
the Commissioner is authorized to charge any fee due to Squire, Sanders and Dempsey 
Deposit Account No. 07-1850. 



Date: 8 July 2010 

Squire, Sanders & Dempsey L.L.P. 
One Maritime Plaza, Suite 300 
San Francisco, CA 941 1 1-3492 
(415) 954-0200 




Attorney for Applicants 
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